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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 17 February 2007 , 
2a)Q This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) See Continuation Sheet is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^3 Claim(s) See Continuation Sheet is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .Q Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) p aP© r No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) . 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademark Office 
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Part of Paper No./Mail Date 20070423 



Continuation Sheet (PTOL-326) 



Application No. 08/441,443 



Continuation of Disposition of Claims: Claims pending in the application are 60-73, 76-78, 81-83, 86-88, 91-93, 96-98, 101- 
103, 106-108, 111-113, 116-118, 121-123, 126-128, 131-133, 136-138, 141-143, 146-148, 151-153, 156-158, 161-163, 166- 
168, 171-173, 176-178, 181-183, 186-188, 191-193, 196-198, 201-203, 206-208, 211-213, 216-218, 221-223,226-228, 231- 
233, 236-238, 241-243, 246-248, 250-252, 255-257 260-262, 265-268, 271-273, 276-278, 281-284, 287-289, 292-294, 297- 
299, 302-304, 307-309, 312-314, 317-319, 322-324, 327-329, 332-340; 341-349, 351, 352, 354, 355, 357, 358, 360-366, 
368-369,371-372,374-469. 



Continuation of Disposition of Claims: Claims rejected are 60-73, 76-78, 81-83, 86-88, 91-93, 96-98, 101-103, 106-108, 111- 
113, 116-118, 121-123, 126-128, 131-133, 136-138, 141-143, 146-148, 151-153, 156-158, 161-163, 166-168, 171-173, 176- 
178, 181-183, 186-188, 191-193, 196-198, 201-203, 206-208, 211-213, 216-218, 221-223,226-228, 231-233, 236-238, 241- 
243, 246-248, 250-252, 255-257 260-262, 265-268, 271-273, 276-278, 281-284, 287-289, 292-294, 297-299, 302-304, 307- 
309, 312-314, 317-319, 322-324, 327-329, 332-340; 341-349, 351, 352, 354, 355, 357, 358, 360-366, 368-369, 371-372, 
374-469. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth', in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicants submission filed on 2/13/07 has been entered. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 60-73,76-78,81-83,86-88,91-93,96-98, 101-103, 106-108, 111-113, 116-118, 121-123, 
126-128, 131-133, 136-138, 141-143, 146-148, 151-153, 156-158, 161-163, 166-168, 171-173, 
176-178, 181-183, 186-188, 191-193, 196-198, 201-203, 206-208, 211-213, 216-218, 221- 
223,226-228, 231-233, 236-238, 241-243, 246-248, 250-252, 255-257 260-262, 265-268, 271- 
273, 276-278, 281-284, 287-289, 292-294, 297-299, 302-304, 307-309, 312-314, 317-319, 322- 
324, 327-329, 332-340; 341-349, 351, 352, 354, 355, 357, 358, 360-366, 368-369, 371-372, 374- 
469 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written 
description requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention. The 
independent claims have each recite polynucleotides of at least 12 contiguous nucleotides, and 
less than some arbitrary length, in most cases the length of the nucleic acid in the associated 
Figure. The specification, as filed, does not provide basis for this scope of these claims. The 
claims do not require that the polynucleotides are HCV specific. There is no adequate link 
between structure and function for the polynucleotides encompassed by the pending claims. 

The specification provides basis for the specific HCV isolates sequenced and deposited 
under the recited deposit numbers. The specification does not provide for broad definitions of 
polynucleotides comprising at least 12 nucleotides and some amount of undisclosed sequences. 
An applicant may also show that an invention is complete by disclosure of sufficiently 
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detailed, relevant identifying characteristics which provide evidence that applicant was in 
possession of the claimed invention, i.e., complete or partial structure, other physical 
and/or chemical properties, functional characteristics when coupled with a known or 
disclosed correlation between function and structure, or some combination of such 
characteristics. Enzo Biochem, 323 F.3d at 964, 63 USPQ2d at 1613.An adequate written 
description of a chemical invention also requires a precise definition, such as by structure, 
formula, chemical name, or physical properties, and not merely a wish or plan for obtaining the 
chemical invention claimed. See, e.g., Univ. of Rochester v. G.D. Searle & Co., 358 F.3d 916, 
927, 69 USPQ2d 1886, 1894-95 (Fed. Cir.2004). When there is substantial variation within the 
genus, one must describe a sufficient variety of species to reflect the variation within the genus. 
The disclosure of only one species encompassed within a genus adequately describes a claim 
directed to that genus only if the disclosure "indicates that the patentee has invented species 
sufficient to constitute the gen[us]." See Enzo Biochem, 323 F.3d at 966, 63 USPQ2d at 1615; 
Noelle v. Lederman, 355 F.3d 1343, 1350, 69 USPQ2d 1508, 1514 (Fed. Cir. 2004) (Fed. Cir. 
2004)("[A] patentee of a biotechnological invention cannot necessarily claim a genus after only 
describing a limited number of species because there may be unpredictability in the results 
obtained from species other than those specifically enumerated."). "A patentee will not be 
deemed to have invented species sufficient to constitute the genus by virtue of having disclosed a 
single species when ... the evidence indicates ordinary artisans could not predict the operability 
in the invention of any species other than the one disclosed." In re Curtis, 354 F.3d 1347, 1358, 
69 USPQ2d 1274, 1282 (Fed. Cir. 2004 What constitutes a "representative number" is an inverse 
function of the skill and knowledge in the art. Satisfactory disclosure of a "representative 
number" depends on whether one of skill in the art would recognize that the applicant was in 
possession of the necessary common attributes or features of the elements possessed by the 
members of the genus in view of the species disclosed. For inventions in an unpredictable art, 
adequate written description of a genus which embraces widely variant species cannot be 
achieved by disclosing only one species within the genus. See, e.g., Eli Lilly. Description of a 
representative number of species does not require the description to be of such specificity 
that it would provide individual support for each species that the genus embraces. For example, 
in the molecular biology arts, if an applicant disclosed an amino acid sequence, it would be 



Application/Control Number: 08/441,443 
Art Unit: 1631 



Page 4 



unnecessary to provide an explicit disclosure of nucleic acid sequences that encoded the amino 
acid sequence. Since the genetic code is widely known, a disclosure of an amino acid sequence 
would provide sufficient information such that one would accept that an applicant was in 



necessarily any particular species. Cf. In re Bell, 991 F.2d 781, 785, 26 USPQ2d 1529, 1532 
(Fed. Cir. 1993) and In re Baird, 16 F.3d 380, 382, 29 USPQ2d 1550, 1552 (Fed. Cir. 1994). If a 
representative number of adequately described species are not disclosed for a genus, the claim to 
that genus must be rejected as lacking adequate written description under 35 U.S.C. -1 12, para. 1 . 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary K Zeman whose telephone number is (571) 272 0723 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Ram Shukla can be reached on (571) 272 0735. The fax phone number for the 

organization where this application or proceeding is assigned is 571 273 8300. 

- Any inquiry of a general nature or relating to the status of this application or proceeding 

should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 



For all other customer support, please call the USPTO Call 
Center (UCC) at 800-786-9199. 



possession of the full genus of nucleic acids encoding a given amino acid sequence, but not 



Conclusion 




MARY K. ZEMAN 
PRIMARY EXAMINER 




